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REMARKS: 

Amendments to claims 

New daim 24 corresponds to original claim 19, however, the step ^disconnecting 
the fluid communication between the delivery device and the body of the patient after 
approximately 7-9 hours" has been replaced by the step "discontinuing delivery of the 
dnjg to the patient after approximately 7-9 hours". This amendment is based on page 5, 
lines 2&-29 of the specification wherein it Is disclosed that drug delivery can also be 
stopped either by the expelling means being stopped or due to the reservoir being empty, 
and thus not merely by disconnecting the fluid communication 

New daim 25 corresponds to original daim 20 with the amendment that the term 
•infusion device" has been replaced with the temi "delivery device" as also used in new claim 
24 upon which claim 25 is dependent, this amendment addressing the objection forwarded 
by the Examiner h respect of original claim 20. 

TTie Examiner has objected to the term "bedtime" in original claim 21, thus, in 
corresponding new claim 26 the temi "at bedtime" has been replaced by the definition "at a 
time after which the patient is expected to sleep for a period of approximately 7-9 hours", a 
definition which it is submitted conmponds to the general expectation as to what is ^cpected 
to happen after "bedtime*. Further. In new daim 26 It has been defined tiiat the drug is 
"being infused substantially corre^onding to thg period of sleep" (I.e. a period of appro- 
ximately 7-9 hours), this as described on page 1 1 , lines 1 6-25 of the specification. 

The Examiner has objected to original daim 23 being incomplete for omitting 
essential features of Uie delivery device. Original daim 23 was dependent on original daim 1 
in which features of the delivery device were defined. Thus, in corresponding new daim 28 
the technical features of original claim 1 has been added. 

New dependent daim 29 defines that the fluid communication between the delivery 
device and the body of the patient may be disconnected after approximately 7-9 hours, this 
as previously defined in tlie independent claim. 

No other amendments have been made to the claims. 
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Claim rejections -35 USC 112 

The Examiner has objected to original claims 20, 21 and 23 as not being in 
compliance with 35 USC 112. In response hereto Applicant has submitted new claims 
addressing all objections set out, this as explained in detail above. 

Claim rgjeytiop?- 35 \J^C 10? 

The examiner has rejected claims 19-23 under 35 USC 1 02(b) as being anticipated 
by Gross et al US patent 5,848,991. 

Claim 24 defines (step numerals added): 
A method for the treatmsnt of a patient suffering from a decease, comprising the steps 
of: 

(a) providing a delivery device adapted to deliver an amount of a drug t)eneficial for 
the treatment of the decease, 

(b) establishing at a given time a fluid communication between the deli>ery device 
and the body of the patient, 

(c) delivering a therapeutic anrraunt of the drug during a period of approximately 79 
hours, and 

(d) discontinuing delivery of the drug tothe patient after approximately 7-9 hours. 

Gross et al does not explicitly state that a therapeutic amount of the drug should be 
delivered during a period of approximately 7-9 hours, however, as delivery during 24 hours is 
disclosed It can be argued that as part of the 24 hours delivery also delivery during 7-9 hours 
is disclosed and that correspondingly also step (c) is known. 

In respect of step (d), i.e. discontinuing delivery of the drug to the patient after 
approximately 7-9 hours, it appears that the Examiner submits that Gross et al "implicitly" 
discloses discontinuing (or disconnecting) delivery of the drug after a period of approxinr^ly 
7-9 hours. However, no such information can be found in Gross et al. neither explicitly nor 
implicitly. And it does not necessarily follow that Gross requires discontinuing drug delivery 
after approximately 7-9 hours. 

s 



PA<^ 8n2 * RCVD AT 4/1712008 12:42:32 PM DEastem Daytlght T&ne] * SVR:USPTO-EFXRF-5/19 ' DNIS:2738300 * CStD:009 91 9 7741 * DURATION (inin-5S):03-38 



04/17/2006 12:43 FAX 609 919 7741 



0)009/012 



Attorney Docket No.: 6520.200-US 
Application No.: 10/619^37 
Filed: July 14,2003 
Title: Medical Deliveiy Device 
Via Facsimile No.: 571-273-8300 

The Examiner has also indicated a number of further prior art references allegedly 
considered pertinent to applicant's invention, however, conresponding to Gross et ail, there 
appears to be no disclosure of discontinuing delivery of a dmg after a period of 
approximately 7-9 hours. 

Non-obviousness - 35 USC 102 

The present Invention provides a new method and corresponding device which 
makes a new and safe treatment of diabetes type 2 possible. 

As correctly identified by the Examiner, the prior art discloses dmg infusion devices 
which may be set to operate for a given pre-defined period of time, however, these prior art 
disclosures just mention some examples of drug infusion duration which are not relevant to 
the present invention. Thus, the present invention can be considered an "election invention* 
by providing (i) a specific and nanrow selection of parameters, and (ii) advantages which are 
not possible outside the defined range. 

(i) Special selection 

The prior art cited by the Examinerdisdoses some examples of drug infiision 
duration. For example US 5,858.001 discloses infusion of a dmg which may be insulin, 
duration of infusion (for any type of drug) may be e.g. 1 2h, 24h or 48h. Gross et al merely 
mentions that the delivery rate can be varied during a 25 hour cycle. 

As appears, the present invention defines a narrow range, i.e. 8 (+/-1) houre 
comp£^ with the above disclosed examples, a range which is intimately related with a 
specific feature of the human day-cycle, i.e. the 8 hours of sleep, a feature which is neither 
disclosed nor hinted at in the cited prior art. 

(il) Advantages associated with the seiectad range 
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As disclosed on page 3 of the present description, the invention is based on the treatment 
principle that a patient will take an insulin injection (e.g. using NPH insulin) at bedtime and 
an oral medication during the day (often refenrsd to as combination therapy), this as 
described by Yki-Jarvinen et al., however, this regimen Is associated wKh some problems as 
also explained. 

Correspondingly, it is the stated object of the present Invention to provide a concept 
for the eariy insulin treatment of diabetes which is acceptable to both the medical practitioner 
and the patient, which is safe in use and which will overcome the existing prejudices against 
needle based insulin treatment, see page 5 of the specification. 

Thus, In accordance mth the invention, a method of using a drug delivery device is 
described providing a number of advantages to the patient, advantages which were not 
possible with any known kind of device: 

The present invention Is based on the concept of drug treatment performed 
substantially only during the approximately 8 hours during which a patient is at sleep, this 
being made possible by the method and drug delivery device of the present invention, a 
method and drug delivery device providing a numt>er of advantages to the patient, 
advantages which were not possibb with any known kind of method or device 

From the patients point of view: It is no longer necessary to caref ulfy remember to 
take the injections (one cannot count the remaining number of tablets as it is possible with 
oral treatment), but simply to ensure that the method Is perfomied using a drug delivery 
device as specified. 

From the medk^al practitioners point of view: He/she Will no longer be concerned 
with the risk of overdosing (e.g. the patient taking too large doses and/or taking too many 
injections) and thereby the risk for hypoglycemic incidences. This problem is further 
exaggerated as many patients are middle-aged or elderiy and are thus not used to, arKJ 
perhaps do not understand, the kind of accuracy needed in insulin treatment With the 
present invention the patient just has to connect to a delivery device and imi^lement the 
method. 
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These advantages are intimately related with the coupling of treatment to the nomoal 

$leep cycle of patents and thus the present invention, advantages which could not be 

realized with a drug delivery device with an operational duration of e.g. 2 or 12 hours as 

known from the prior art. 

Further, neither Gross et al alone nor tiie cited prior art hint at or fairly suggest to 

modify a device of the type known from Gross et al in order to solve the problem addressed 

by the present invention, i.e. in order to solve the problems associated with insulin infusion at 

bedtime. 

ConclMfthyp 

In conclusion, Gross et all alone or in view of any of the references on file fails to 
make obvious to the skilled person a modular system as defined in new clam24. 
All further claims are dependent upon an independent claim. 
In view of the above, applicants respectfully submit that all claims are in condition for 



The Commissioner is hereby authorized to charge any fees, including fees for 
extensions of time, in connection with this application and to credit any overpayments to 
Deposit Account No. 14-1447. Should the Examiner have any questions or concerns, she 
should feel free to contact the applicants' attorney to discuss tiiem. 



allowance. 



Date: April 17, 200S 




Marc A. Began, Reg. No. 48,829 

Novo Nordisk Inc* 

100 College Road Wfest 

Princeton. NJ 08540 

(609) 987-5800 



Use the following customer number for all correspondence 
regarding tills applicaton 



23650 

PATENT TRADEIWARK OPFiCE 
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